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Pursuant to 37 CFR 1.97 and 1.98, the references listed on the enclosed Form PTO-1449 
and/or Substitute Form PTO-1449 ("Form 1449") are submitted for consideration by the 
Examiner in the examination of the above-identified patent application. 

The full consideration of the references in their entirety by the Examiner is respectfully 
requested and encouraged. Also, it is respectfully requested that the references be entered 
into the record of the present application and that the Examiner place his or her initials in the 
appropriate area on the enclosed Form 1449, thereby indicating the Examiner's consideration 
of each of the references. 

The submission of the references listed on the Form 1449 is for the purpose of providing a 
complete record and is not a concession that the references listed thereon are prior art to the 
invention claimed in the patent application. The right is expressly reserved to establish an 
invention date earlier than the above-identified filing date in order to remove any reference 
submitted herewith as prior art should it be deemed appropriate to do so. 

Further, the submission of the references is not to be taken as a concession that any reference 
represents art that is relevant or analogous to the claimed invention. Accordingly, the right to 
argue that any reference is not properly within the scope of prior art relevant to an 
examination of the claims in the above-identified application is also expressly reserved. 

The Information Disclosure Statement is being filed: 

\><] within any one of the following time periods: (a) within three months of the filing 
date of a national application other than a continued prosecution application under 
37 CFR 1.53(d); (b) within three months of the date of entry of the national stage as 
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set forth in 37 CFR 1.491 of an international application; (c) before the mailing date 
of a first Office Action on the merits; or (d) before the mailing of a first Office Action 
after the filing of a request for continued examination under 37 CFR LI 14. 

I I after (a), (b), (c) or (d) above, but before the mailing date of a final action under 
37 CFR 1.113, a Notice of Allowance under 37 CFR 1.311, or an action that 
otherwise closes prosecution in the application, and includes one of: 

□ the Statement under 37 CFR 1.97(e) (see "Statement under 37 CFR 1.97(e)" 
below). 

or 

□ the fee of $180 set forth in 37 CFR 1.17(p) (see "Fees" below). 

I I after the mailing date of a final action under 37 CFR 1.113 or a Notice of Allowance 
under 37 CFR 1.31 1, or an action that otherwise closes prosecution in the application, 
and on or before payment of the issue fee, and includes the Statement under 
37 CFR 1.97(e) (see "Statement under 37 CFR 1.97(e)" below), and the fee of $180 as 
set forth in 37 CFR 1.1 7(p) (see "Fees" below). 

Q after the mailing date of a Notice of Allowance under 37 CFR 1.31 1, and on or before 
payment of the issue fee, and within thirty days of receiving each item of information 
contained in the Information Disclosure Statement, and includes the Statement under 
37 CFR 1.704(d) (see "Statement under 37 CFR 1.704(d)" below), and the fee of 
$180 as set forth in 37 CFR 1.1 7(p) (see "Fees" below). 

NOTE: This is for original applications except applications for a design patent, filed on or after 
May 29, 2000, wherein a paper containing only an Information Disclosure Statement in compliance 
with 37 CFR 1.97 and 1.98 is being filed. 

Copies of the References 

1X1 Copies of all of the references listed on the enclosed Form 1449 are enclosed 
herewith. 

I I This patent application was filed after June 30, 2003. Accordingly, copies of U.S. 
patents and patent applications that are listed on the accompanying Form 1449 are not 
enclosed herewith (see Official Gazette Notice of August 5, 2003). Copies of other 
references identified on the accompanying Form 1449 are enclosed herewith. 

I I Attached to each reference not in the English language is a concise explanation of the 
relevance pursuant to 37 CFR 1.98(a)(3). An English-language equivalent/patent, or 
an English-language abstract, or an English-language version of the search report or 
action by a foreign patent office in a counterpart foreign application indicating the 
degree of relevance found by the foreign office is being submitted in lieu of a concise 
explanation of the relevance pursuant to 37 CFR 1.98(a)(3). 

I I A copy of the foreign search report is enclosed herewith. 
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f3] The references listed on the enclosed Form 1449 were previously identified in the 
parent application(s) of the present application, and copies of the references were 
furnished at that time. Accordingly, additional copies of the references are not 
submitted herewith, so as not to burden the file with duplicate copies of references. 
The Examiner is respectfully requested to carefully review the references in 
accordance with the requirements set out in the Manual of Patent Examining 
Procedure. In accordance with 37 CFR 1.98(d), the details of the parent application(s) 
relied upon for an earlier filing date under 35 USC 120 in which copies of the 
references were previously furnished are set out below: 



U.S. APPLICATIONS 


Status (check one) 


U.S. Applications 


U.S. Filing Date 


Patented 


Pending 


Abandoned 


1. 










2. 










3. 











Statement under 37 CFR 1.97(e) 

□ The undersigned hereby states that each item of information contained in the 
Information Disclosure Statement was first cited in any communication from a 
foreign patent office in a counterpart foreign patent application not more than three 
months prior to the filing of the Information Disclosure Statement. 

I ) The undersigned hereby states that no item of information contained in the 

Information Disclosure Statement was cited in a communication from a foreign patent 
office in a counterpart foreign patent application, and, to the knowledge of the 
undersigned after making reasonable inquiry, no item of information contained in the 
Information Disclosure Statement was known to any individual designated in 
37 CFR 1.56(c) more than three months prior to the filing of the Information 
Disclosure Statement. 



Statement under 37 CFR 1.704(d) 

I I The undersigned hereby states that each item of information contained in the 
Information Disclosure Statement was cited in a communication from a foreign patent 
office in a counterpart application and that this communication was not received by 
any individual designated in 37 CFR 1.56(c) more than thirty days prior to the filing 
of the Information Disclosure Statement. 



Fees 

E<] No fee is owed by the applicant(s). 

□ The IDS Fee of $180 under 37 CFR 1.17(p) is enclosed herewith. 
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Method of Payment of Fees 

LJ Attached is a check in the amount of $ 

I | Charge Deposit Account No. 12-1216 in the amount of $ . (A duplicate copy of 
this communication is enclosed for that purpose.) 

Authorization to Charge Additional Fees 

E<] If any additional fees are owed in connection with this communication, please charge 
Deposit Account No. 12-1216. (A duplicate copy of this communication is enclosed 
for that purpose.) 

Instructions as to Overpayment 

IE) Credit Account No. 12-1216. 
□ Refund 

Steven H. Sklar, Reg. No. 42,154 
LEYDIG, VOIT & MAYER, LTD. 
Two Prudential Plaza, Suite 4900 
1 80 North Stetson Avenue 
Chicago, Illinois 60601-6780 
(312) 616-5600 (telephone) 
(312) 616-5700 (facsimile) 

Date: March 25, 2004 
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INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use as many sheets as necessary) 


Complete if Known 


Application Number 


10/644,530 


Filing Date 


August 20, 2003 


First Named Inventor 


ROBERTS, Alan 


Group Art Unit 


1614 


Examiner Name 


Unassigned 


Sheet 


1 of 2 


Attorney Docket Number 


220551 



U.S. PATENT DOCUMENTS 


Examiner 
Initials 


Doc. 
No. 


U.S. Patent Document 


Name of Patentee or Applicant 


Date of 
Publication 


Filing Date If 
Appropriate 


Application or 
Patent Number 


Kind Code 




AA 


6,407,128 




Scaife et al. 


Jun. 18, 2002 






AB 


6,455,557 




Pellegrini et al. 


Sep. 24, 2002 















































FOREIGN PATENT DOCUMENTS ! 


Examiner 
Initials 


Doc. 
No. 


Foreign Patent Document 


Name of Patentee or Applicant 


Date of Publication 


Translation 


Office 


Application or 
Patent Number 


Kind 
Code 


Yes 


No* + 




AC 


WO 


01/08681 


A1 


First Horizon Pharmaceutical 
Corp. 


Feb. 8, 2001 











































OTHER - NON PATENT LITERATURE DOCUMENTS 


Examiner 
Initials 


Doc. 
No. 


Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item 
(book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number (s), publisher, 

city and/or country where published. 


Translation 


Yes 


No* + 




AD 


Ali-Melkkila et al, "Glycopyrrolate: pharmacokinetics and some pharmacodynamic 
findings," Acta Anaesthesiol. Scand., 33: 51 3-51 7 (1 989). 








AE 


Ali-Melkkila et al., "Pharmacokinetics and related pharmacodynamics of anticholinergic 
drugs," Acta Anasthesiol. Scand., 37: 633-642 (1993). 








AF 


Chen, "Troglitazone: An antidiabetic agent," Am J. of Health-Syst Pharm., 55: 905-925 
(1998). 








AG 


Evans, "Influence of Dietary Components on the Gastrointestinal Metabolism and 
Transport of Drugs," Therapeutic Drug Monitoring, 22: 131-136 (2000). 








AH 


Greene et al., "Clinical Pharmacokinetics of Nefazodone," Clin. Pharmacokinet, 33(4): 
260-275(1997). 








Al 


Gillen et al., "Problems related to acid rebound and tachyphylaxis," Best Pract. & Res. 
Clin. Gastroenterology, 15(3): 487-495 (2001). 








AJ 


Kirk, "Significant Drug-Nutrient Interactions," Amer. Fam. Phys., 51(5): 1175-1182 
(1995). 








AK 


Loi et al., "Clinical Pharmacokinetics of Troglitazaone," Clin. Pharmacokinet, 37(2):91- 
104(1999). 








AL 


Martinez et al., "A Mechanistic Approach to Understanding the Factors Affecting Drug 
Absorption: A Review of Fundamentals," J. Clin. Pharmacol., 42: 620-643 (2002). 








AM 


Pelkonen et al., "In vitro prediction of gastrointestinal absorption and bioavailability: and 
experts' meeting report," Eur. J. Clin. Pharmacol., 57: 621-629 (2001). 








AN 


Rautakorpi et al., "Pharmacokinetics and Oral Bioavailability of Glycopryrrolate in 
Children," Pharmacology & Toxicology, 83: 132-134 (1998). 







Examiner Signature 




Date Considered 





* A concise statement of relevance is being submitted in lieu of a translation. 37 CFR 1 .98(a)(3). 

+ An English-language equivalent/patent, or an English-language abstract, or an English-language version of the search report or action by a foreign 
patent office in a counterpart foreign application indicating the degree of relevance found by the foreign office is being submitted in lieu of a concise 
explanation of relevance under 37 CFR 1.98(a)(3). 



Substitute for form 1449A/B/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(Use as many sheets as necessary) 


Complete if Known 


Application Number 


10/644,530 


Filing Date 


August 20, 2003 


First Named Inventor 


ROBERTS, Alan 


Group Art Unit 


1614 


Examiner Name 


Unassigned 


Sheet | 2 | of ] 2 


Attorney Docket Number 


220551 





AO 


Rautakorpi et al., "Pharmacokinetics of Glycopyrrolate in Children," J. Clin, Anesth., 6: 
217-220(1994). 








AP 


Singh, "Effects of Food on Clinical Pharmacokinetics," Clin. Pharmacokinet, 37(3): 213- 
255(1999). 








AQ 


Temple et aL, "Rifapentine: Its Role in the Treatment of Tuberculosis," The Annals of 
Pharmacotherapy, 33: 1203-1210 (1999). 








AR 


Toothaker et al., "The Effect of Food on Drug Bioavailability," Ann. Rev. Pharmacol. 
Toxicol., 20: 173-199 (1980). 








AS 


van Leerdam et al. "The role of acid suppressants in upper gastrointestinal ulcer 
bleeding, Best Pract & Res. Clin. Gastroenterology, 15(3): 463-475 (2001). , 








AT 


Walter-Sack et al., Influence of Diet and Nutritional Status on Drug Metabolism, Clin. 
r^narmacoKinei., o\\ i ). Hf-o** ^ lyyoj. 








A 1 1 
M U 


wening, mieraciions /\TTecting urug MDsorpiion, o////. t^narmacoKinei., y. ^fu^f-^foH- 
M984^ 









































































































































































































































































































Examiner Signature 



Date Considered 



* A concise statement of relevance is being submitted in lieu of a translation. 37 CFR 1.98(a)(3). 

+ An English-language equivalent/patent, or an English-language abstract, or an English-language version of the search report or action by a foreign 
patent office in a counterpart foreign application indicating the degree of relevance found by the foreign office is being submitted in lieu of a concise 
explanation of relevance under 37 CFR 1 .98(a)(3). 



